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DETAILED ACTION 

1 . Applicant's response filed on 07/28/2009 is acknowledged. 

2. Claims 1-17 and 21-23 are pending. 

3. Claims 1-9 and 14-17 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected Groups, and claim 23 is withdrawn from consideration 
as being directed to a non-elected species there being no allowable generic or linking claim. 
Applicant timely traversed the restriction (election) requirement in the reply filed on 08/19/2008. 
It is noted that Applicant elected the species of SEQ ID NO:2 with or without the signal peptide. 
Claim 23, which is directed to variant polypeptides with one or more cysteine residues replaced 
with any amino acid reads on many different polypeptides and is not encompassed by the elected 
species. 

4. Claims 10-13 and 21-22 are currently under examination as they read on the polypeptide 
of SEQ ID NO 2 with or without the signal sequence and a pharmaceutical composition thereof. 

5. Applicant's certified copy of the English language translation of German priority 
application 103 59 351.9 filed on 03/25/2009 is acknowledged. 



6. 



The following rejections are necessitated by the amendment filed on 07/28/2009 . 
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7. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

8. Claims 10, 12-13 and claims 21-22 are rejected under 35 U.S.C. 1 12, first paragraph, 
because the specification, while being enabling for : the polypeptide encoded by the DNA 
sequence of Isoform Sec c 4.01 (SEQ ID NO 1) and the protein of SEQ ID NO:2 with or without 
the 22 amino acid signal peptide; the polypeptide encoded by the DNA sequence of Isoform Sec 
c 4.02 (SEQ ID NO 3) and the protein of SEQ ID NO:4 with or without the 22 amino acid signal 
peptide; the polypeptide encoded by the DNA sequence of Hor v 4 (SEQ ID NO 5) and protein 
of SEQ ID NO 6 with or without the 22 amino acid signal peptide; the polypeptide encoded by 
the DNA sequence of Isoform Tri a 4.01 (SEQ ID NO 7) and the protein of SEQ ID NO:8 with 
or without the 21 amino acid signal peptide; the polypeptide encoded by the DNA sequence of 
Iso-form Tri a 4.02 (SEQ ID NO 9) and protein of SEQ ID NO 10 with or without the 21 amino 
acid signal peptide; and compositions thereof, the specification does not provide reasonable 
enablement for : a polypeptide which is encoded by a DNA sequence set forth in SEQ ID NO 1, 
3, 5, 7 or 9 of claim 10 and as applied to claims 12-13 and 21-22. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and or use the invention commensurate in scope with this claim for the same 
reasons as set forth in the Office Action mailed on 1 1/28/2008. 
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Applicant's arguments filed on 07/28/2009 have been fully considered, but are not found 
persuasive. 

Applicant argues: 

It is the Examiner's position that the term "a DNA sequence" in claim 10 opens up the 
claims to read on subsequences. It is suggested that the claim be amended to recite "the DNA 
sequence of SEQ ID NO:l.." 

The specification discloses the DNA sequence of Isoform Sec c 4.01 (SEQ ID NO 1) and 
the protein of SEQ ID NO:2 with or without the 22 amino acid signal peptide; the DNA 
sequence of Isoform Sec c 4.02 (SEQ ID NO 3) and the protein of SEQ ID NO:4 with or 
without the 22 amino acid signal peptide; the DNA sequence of Hor v 4 (SEQ ID NO 5) and 
protein of SEQ ID NO 6 with or without the 22 amino acid signal peptide; the DNA sequence of 
Isoform Tri a 4.01 (SEQ ID NO 7) and the protein of SEQ ID NO:8 with or without the 21 
amino acid signal peptide; the DNA sequence of Iso-form Tri a 4.02 (SEQ ID NO 9) and protein 
of SEQ ID NO 10 with or without the 21 amino acid signal peptide; and compositions thereof. 

9. Claims 10, 12-13 and claims 21-22 are rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 
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Applicant is in possession of : the polypeptide encoded by the DNA sequence of Isoform 
Sec c 4.01 (SEQ ID NO 1) and the protein of SEQ ID NO:2 with or without the 22 amino acid 
signal peptide; the polypeptide encoded by the DNA sequence of Isoform Sec c 4.02 (SEQ ID 
NO 3) and the protein of SEQ ID NO:4 with or without the 22 amino acid signal peptide; the 
polypeptide encoded by the DNA sequence of Hor v 4 (SEQ ID NO 5) and protein of SEQ ID 
NO 6 with or without the 22 amino acid signal peptide; the polypeptide encoded by the DNA 
sequence of Isoform Tri a 4.01 (SEQ ID NO 7) and the protein of SEQ ID NO:8 with or without 
the 21 amino acid signal peptide; the polypeptide encoded by the DNA sequence of Iso-form Tri 
a 4.02 (SEQ ID NO 9) and protein of SEQ ID NO 10 with or without the 21 amino acid signal 
peptide; and compositions thereof. 

Applicant is not in possession of a polypeptide which is encoded by a DNA sequence set 
forth in SEQ ID NO 1, 3, 5, 7 or 9 of claim 10 and as applied to claims 12-13 and 21-22. 

Applicant's arguments filed on 07/28/2009 have been fully considered, but are not found 
persuasive. 

Applicant argues: 

"Thus it is respectfully submitted that the foregoing amendments render moot the written description 
rejection." 

It is the Examiner's position that the term "a DNA sequence" in claim 10 opens up the 
claims to read on subsequences. It is suggested that the claim be amended to recite "the DNA 
sequence of SEQ ID NO:l.." 
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Applicant has disclosed only the DNA sequence of Isoform Sec c 4.01 (SEQ ID NO 1) 
and the protein of SEQ ID NO:2 with or without the 22 amino acid signal peptide; the DNA 
sequence of Isoform Sec c 4.02 (SEQ ID NO 3) and the protein of SEQ ID NO:4 with or 
without the 22 amino acid signal peptide; the DNA sequence of Hor v 4 (SEQ ID NO 5) and 
protein of SEQ ID NO 6 with or without the 22 amino acid signal peptide; the DNA sequence of 
Isoform Tri a 4.01 (SEQ ID NO 7) and the protein of SEQ ID NO:8 with or without the 21 
amino acid signal peptide; the DNA sequence of Iso-form Tri a 4.02 (SEQ ID NO 9) and protein 
of SEQ ID NO 10 with or without the 21 amino acid signal peptide and compositions thereof. 



Claim Rejections - 35 USC § 102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

1 1 . Claims 10-11 stand rejected and claims 2 1 -22 are rejected are rejected under 35 
U.S.C. 102(b) as being anticipated by Gavrovic et al. (PTO-892 mailed on 1 1/28/2008; 
Reference V) as evidenced by the specification on page 4, lines 1 and 19-22 for the same reasons 
as set forth in the Office Action mailed on 1 1/28/2008. 

Newly added claim 21 is included in this rejection because the patentability of a product 
does not depend on its method of production. In re Thorpe, 227 USPQ 964, 966 (Fed. Cir. 1985) 
See MPEP 2113. Further, once a product is fully disclosed in the art, future claims to that same 
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product are precluded, even if that product is claimed as made by a new process. 



Applicant's arguments filed on 07/28/2009 have been fully considered, but are not found 
persuasive. 



Applicant argues: 



"The rejection is based on the references' disclosure of allergens from Secale cereale. The Office 
Action has not established that such polypeptides are structurally and/or functionally identical to the 
polypeptide(s) comprising the sequences set forth in SEQ ID NOs. 2, 4, 6, 8, or 10, as claimed herein. More 
specifically, the totality of the disclosure in Gavrovic says nothing about the identity of the polypeptides of 
the present invention which are currently claimed. Absent such, the reference cannot anticipate what is 
claimed herein. 

Moreover, allergen proteins obtained form natural sources are always mixtures of several 
compounds and allergens isolated therefrom do not normally contain pure protein. This is the advantage of 
recombinantly prepared proteins and the subject matter of the present invention. Thus, the polypeptides 
claimed herein are not inherent in the reference, as the references do not disclose the recited sequences and 
isolated/purified forms thereof. See, the subject matter of the new claims. As such, the PTO's contentions 
are without merit. " 



It remains the Examiner's position that Gavrovic et al. teaches the same isolated Sec c 4 
protein isolated from the same Secale cereale source (In particular, abstract). Since the 
reference teaches the same isolated allergen from the same source, the allergen must necessarily 
have the sequence of SEQ ID NO:2 or SEQ ID NO:4. The recitation of the amino acid sequence 
of SEQ ID NO 2 and 4 in claim 10 and the amino acid sequences beginning with amino acid 23 
in claim 1 1 adds no patentable weight. Determining the sequence of the reference allergen is 
merely further characterization of a known compound. Atlas Powder Co. V. IRECO, 51 USPQ2d 
1943 (Fed. Cir. 1999)" Artisans of ordinary skill may not recognize the inherent characteristics or 
functioning of the prior art... However, the discovery of a previously unappreciated property of a 
prior art composition, or of a scientific explanation for the prior art's functioning, does not render 
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the old composition patentably new to the discoverer. "The Court further held that "this same 
reasoning holds true when it is not a property but an ingredient which is inherently contained in 
the prior art". Further, contrary to Applicant's assertion, the reference Sec c 4 protein was 
isolated on a gel and characterized as being 55-60 kDa with a pi of 9.2 to 9.7. Since the office 
does not have a laboratory to test the reference sequences, it is applicant's burden to show that 
the reference molecules differ not due to sequencing error but due to a polymorphism. See In re 
Best, 195 USPQ 430, 433 (CCPA 1977); In re Marosi, 218 USPQ 289, 292-293 (Fed. Cir. 1983); 
and In re Fitzgerald et al., 205 USPQ 594 (CCPA 1980. Therefore, the rejection stands. 

Claim Rejections - 35 USC § 103 

12. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

13. Claims 10 and 12-13 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gavrovic et al. (PTO-892 mailed on 1 1/28/2008; Reference V) in view of WO 2004/000881 
(Reference 2 on the IDS filed on 06/15/2006) and the corresponding U.S. Patent Application 
Publication 2006/0177470 Al (PTO-892; Reference A) for the same reasons as set forth in the 
Office Action mailed on 1 1/28/2008. 



Applicant's arguments have been fully considered, but are not found persuasive. 
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Applicant argues that the obviousness rejection of claims 10 and 12-13 over Gavrovic et 
al. in view of the disclosure in US patent application publication 2006/0177470 cannot stand. 

It remains the Examiner's position that Gavrovic et al. teaches the same isolated Sec c 4 
protein isolated from the same Secale cereale source (In particular, abstract). Since the 
reference teaches the same isolated allergen from the same source, the allergen must necessarily 
have the sequence of SEQ ID NO:2 or SEQ ID NO:4. The recitation of the amino acid sequence 
of SEQ ID NO 2 and 4 in claim 10 and the amino acid sequences beginning with amino acid 23 
in claim 1 1 adds no patentable weight. Determining the sequence of the reference allergen is 
merely further characterization of a known compound. Atlas Powder Co. V. IRECO, 51 USPQ2d 
1943 (Fed. Cir. 1999)" Artisans of ordinary skill may not recognize the inherent characteristics or 
functioning of the prior art... However, the discovery of a previously unappreciated property of a 
prior art composition, or of a scientific explanation for the prior art's functioning, does not render 
the old composition patentably new to the discoverer. "The Court further held that "this same 
reasoning holds true when it is not a property but an ingredient which is inherently contained in 
the prior art". Further, contrary to Applicant's assertion, the reference Sec c 4 protein was 
isolated on a gel and characterized as being 55-60 kDa with a pi of 9.2 to 9.7. Since the office 
does not have a laboratory to test the reference sequences, it is applicant's burden to show that 
the reference molecules differ not due to sequencing error but due to a polymorphism. See In re 
Best, 195 USPQ 430, 433 (CCPA 1977); In re Marosi, 218 USPQ 289, 292-293 (Fed. Cir. 1983); 
and In re Fitzgerald et al, 205 USPQ 594 (CCPA 1980. Therefore, the rejection stands. 
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The claimed invention differs from the prior art in the recitation of "a medicament 
comprising at least one polypeptide according to claim 10 and a carrier" of claim 12; and "a 
pharmaceutical composition comprising at least one polypeptide according to Claim 10 and an 
active ingredient or an adjuvant" in claim 13. 

U.S. Patent Application Publication 2006/0177470 teaches the use of Group IV grass 
pollen allergens and homologous allergens in other species for diagnosis and therapy of allergic 
diseases (In particular, paragraph [0047). The reference also teaches pharmaceutical 
compositions and medicaments comprising these allergens that further comprise other active 
ingredients and adjuvants (In particular, paragraphs [0072]-[0076]). 

It would have been obvious to one of ordinary skill in the art to use the allergens taught 
by Gavrovic et al. in a pharmaceutical composition or medicament further comprising other 
active ingredients or adjuvants for diagnosis or therapy because WO 2004/000881 and the 
corresponding U.S. Patent Application Publication 2006/0177470 teach the use of Group IV 
grass pollen allergens and homologous allergens in other species for diagnosis and therapy of 
allergic diseases. 

From the reference teachings, it is apparent that one of ordinary skill in the art would 
have had a reasonable expectation of success in producing the claimed invention. Therefore, the 
invention as a whole was prima facie obvious to one of ordinary skill in the art at the time the 
invention was made, as evidenced by the reference, especially in the absence of evidence to the 
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contrary. 
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14. No claim is allowed. 

1 5 . Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



16. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nora M. Rooney whose telephone number is (571) 272-9937. 
The examiner can normally be reached Monday through Friday from 8:30 am to 5:00 pm. A 
message may be left on the examiner's voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor. Ram Shukla can be reached on (571) 272- 
0735. The fax number for the organization where this application or proceeding is assigned is 
571-273-8300. 



Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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October 27, 2009 
Nora M. Rooney 
Patent Examiner 
Technology Center 1600 



/Maher M. Haddad/ 
Primary Examiner, 
Art Unit 1644 



